
REMARKS 

have been previously canceled without prejudice to filing a divisional or 
continuation application. Claims 27-38 are pending. 



Interview Summary 

The Applicants note with appreciation the courtesy extended to the Applicants' attorney, 
Philip Yip, in the telephone interview of August 2, 2005. During the interview, the Examiner 
and Philip Yip discussed the paper copy of an e-mail message that was submitted as evidence 
with the response filed on December 10, 2004 but was missing in the USPTO file and that the 
Applicants would submit the e-mail message again. 

Objection and Rejection 

17 CFR $1.131 Declaration 

The Examiner asserted that the 17 CFR §1.131 declaration filed on 12/14/04 did not submit 
scientific evidence to show that applicant has possession of the process currently claimed and 
that statements should be supported by evidence that establish the process prior to the invention 
of the Braun (5662928) reference. 

After talking to the Examiner, Applicants' Attorney became aware that for some reason the 
USPTO case file did not contain the paper copy of the Email message that was submitted by 
Applicants as evidence supporting the declaration. Thus, Applicants are submitting a paper copy 
of the same e-mail message again (EXHIBIT A). The e-mail message was sent by a Jim 
Osborne and forwarded to Scott Bura on July 5, 1994. The email message reported that the 
melting of scopolamine anhydrous crystals was confirmed by Joan Huey-Dow and discussed 
annealing. Thus, it clearly established that we melted the crystals, recognized that the crystals as 
anhydrous scopolamine crystals and had a process of melting and annealing the crystals to 
eliminate the crystals. Please note the statements: ". . .deal with the crystal problem the same as 

before heating the laminate above the melting temperature to eliminate the crystal 

....annealing above the melting temp (69C)." (Emphasis added). 
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Further, as further support, Applicants also submit herewith a memo (dated September 15, 1994) 
submitted from J.H. Dow to M. Ekelund containing DSC tracings showing the melting of 
anhydrous crystals on a punched system and on a laminate (EXHIBIT B). Please note that the 
DSC tracings were dated Sept 14, 1994. Further, a copy of a page of Scott Bura's notebook 
showing an annealing experiment done on scopolamine laminate in March 1995 is also 
submitted herewith (EXHIBIT C). 

Thus, the evidence clearly supports that Applicants had possession of the claimed invention prior 
to the filing date of the Braun patent (5662928). 

35 USC $102 Rejection 

The Examiner rejected claim 27-32 and the newly added claims 33-38 as being the anticipated 
by Patent No. 5662928 (Braun). As stated above, Applicants submitted, with evidence, a 
declaration by Scott A. Bura, who is one of the co-inventors of the present application, to 
antedate said 5662928 Braun patent. Further, the Braun patent is entirely unrelated to anhydrous 
crystals. 

Therefore, the Braun patent is antedated and is removed as a reference. Withdrawal of the 
rejection is respectfully requested. 
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CONCLUSION 



Applicants submit the pending claims are novel and nonobvious over prior art and 
comply with the requirements of 35 USC §1 12. The examination and passage to allowance of 
the pending claims are respectfully requested. An early Notice of Allowance is therefore 
earnestly solicited. Applicant invites the Examiner to contact the undersigned at (650) 564-7054 
to clarify any unresolved issues raised by this response. 

Applicants hereby authorize the Director to charge Deposit Account 10-0750 for the fees 
set forth on the accompanying fee transmittal sheet. If it is determined that underpayment or 
overpayment has been made, the Director is authorized to debit or credit the said deposit 
account, respectively. 



ALZA Corporation 

c/o Johnson & Johnson 

One Johnson & Johnson Plaza, WH 3221 

New Brunswick, NJ 08933 

Phone: 650-564-7054 

Fax: 650-564-2195 



Respectfully submitted, 



Dated: August 18, 2005 




Philip Yip / 
Registration No. 37,265 
Attorney for the Applicants 
Customer No. 27777 
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• CONFIDENTIAL • exhibit a 

331 From: Marc Ekelund at ALZA-V 7/5/94 2:37PM .(4142 bytes: 1 ln) ; 
To- Scott Bura at ALZA-NR, John Dohner at ALZA-M 
Subiect: Re [4]: Scop crystal investigation samples 

J - - Forwarded 



From"" Jim" Osborne at ALZA-BCQ 7/5/94 12:44PM (3909 bytes: 1 In) 
To: Kraig Evans at ALZA-V, Marc Ekelund at ALZA-V 
cc" Joan-Huey Dow at ALZA-NR 

Subiect: Re [41: Scop crystal investigation samples _ 

J - Message Contents - 

"t""Z"^c r^onfiTTTied the melting point reported by McCrone (about 69C) , by two 
Joan has confirmed the ^iting J amp i e s placed in a humid environment 

2h?h Mvron to see if there are analytical techniques that will directly 

Hfw it aooears the crystals in the system are anhydrous Scop . 

cTstAs' The mys?!ry fofme S why are we now getting anhydrous crystals in 
the system rather than hydrate crystals as before. 

We do not see any kinetic limitation to melting the crystals The crystals 
m^? as soon as they reach the melting temperature and not before. Are you 
melt as soon as cney cry stal problem the same as before, by 

hydrate . Jim 



EXHIBIT C 





J.-H. Dow 



M. Ekelund 



EXHIBIT B 



Date: September 15, 1994 

Subject: DSC Scans of Scop Samples with Crystals 

Three Scop samples were tested by DSC to determine the melting point of the crystals. 



As expected, the Scop TTS from Ciba-Geigy has a lower melting temperature than the 
other two Exp Scop samples. Therefore, the crystals in the former sample should be 
hydrous Scopolamine as compared to the anhydrous crystals found in the two Exp Scop 
samples and other Scop samples investigated recently. 

These samples will be examined again by hot stage light microscopy to confirm the 
melting point of the crystals. 



Figure 1: Scop TTS from Ciba-Geigy 
Figure 2: Exp Scop, punched system 
Figure 3: Exp Scop, laminate 



Mp = 52.5°C 
Mp = 68.6°C 
Mp = 69.8°C 



Figure 1 
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Figure 3 




o. 
o 
o 

CO CO CD 

T3 C 

O ID 

Q Q) £ £ 

E N 4-> e o 

(0 -n © o I 

CO CO Z CJ 



(B/M) MOIJ ^B9H 



